BACKGROUND
The European Union (EU) consists of fifteen Member States with the possibility of expanding to eighteen or more. It represents the largest single trade market in the world. To facilitate trade between Member States, the EU has adopted a number of broad Directives establishing general product requirements for almost every product marketed in Europe. Current national product approval systems are being replaced by a new European-wide system of approval based on mutual acceptance between Member States. The EU has stipulated that product conformity assessments performed outside of Europe will only be accepted under the terms of an MRA negotiated between governments.
The Office of the United States Trade Representative and the Department of Commerce have led negotiations over the past several years for a mutual recognition agreement (MRA) for product approvals with the European Union. Representatives of the Federal Communications Commission participated in these negotiations, particularly with regard to the telecommunications equipment and electromagnetic compatibility sectors. (The MRA covers other sectors as well, including electrical safety, pharmaceuticals, medical devices, recreational craft and certain aeronautical equipment.
Other federal agencies with responsibilities in these areas also participated in the MRA, including the Occupational Safety and Health Administration, the Food and Drug Administration, and the Federal Aviation Administration.) Representatives of industry in the United States and Europe also provided input to these negotiations. The TransAtlantic Business Dialogue identified the completion of the MRA as a top priority to facilitate increased trade between the United States and Europe. (The TABD is composed of top leaders of industry and government from the United States and Europe. Its purpose is to increase trade and investment opportunities on both sides of the Atlantic. Telecommunications equipment has been one of the main areas of discussion in the TABD. The TABD's TransAtlantic Advisory Committee on Standards, Certification and Regulatory Policy (TACS) has proposed a new transatlantic regulatory model based on the principle "tested once, accepted everywhere in the transatlantic marketplace.") The negotiations are nearing conclusion and the MRA is expected to be finalized in the near future. The issues in the telecommunications equipment and electromagnetic compatibility sectors are resolved except for some minor editorial points.
The MRA would be a bold new step towards enhancing trade and reducing the burden of product compliance in the United States and Europe. Under this agreement, telecommunications equipment and certain electronics products could be tested and approved in the United States to ensure compliance with the technical requirements of the European Union. The equipment could then be shipped directly to any of the fifteen member countries of the European Union. Conformity Assessment Process. Diyective 91/263/EEC provides three alternative routes to terminal equipment approval, and they all include both design verification and assessment of production quality:
-EC Type-Examination. Under this procedure, the manufacturer must submit documentation and a product sample, representative of actual production, to a Notified Body. The Notified Body tests the equipment and upon determining that the equipment type meets the provisions of the Directive, issues a certificate. The equipment must be accompanied by a manufacturer's Declaration of Conformity that references the certificate of the Notified Body. The Notified Body must perform audits of production in order to ensure continued compliance of production.
-Production Quality Assurance. Under this procedure, the manufacturer may perform its own tests; however, the quality system must conform to EN 29003. The Notified Bbody must be involved in the design and production phase. The manufacturer must operate a quality system conforming to EN 29002, which is approved by the Notified Body. This substitutes for product spot checks.
-Full Quality Assurance, which involves the assessment by the Notified Body of the manufacturer's quality assurance for both the design and production.
The choice of options is at the discretion of the manufacturer or its authorized representative.
Notified Bodies. Article 10 of the Directive requires each Member State to notify the Commission the Bodies appointed to carry out the conformity assessment procedures. The Notified Bodies supervise assessment with the technical requirements underlying the Directive. The Notified Bodies can either perform the required tests themselves or can select additional laboratories to perform tests. The Directive states that Notified Bodies must be of a high standard throughout Europe and meet minimum criteria of competence, impartiality and financial and other independence from clients.
The EU maintains and publishes official lists of Notified Bodies and other test laboratories. All Notified Bodies are currently located within the EU, although they may be able to subcontract work to entities outside the EU. A manufacturer seeking approval can select any Notified Body with which to work. Approval granted by that body is effective throughout the EU. At this time standards are in place for most equipment. Two generic standards, EN 50 081-1 and EN 50 082-1 were created to cover generic emissions and immunity requirements, respectively. Therefore, manufacturers are able to take advantage of the self-authorization process for most equipment.
If no relevant standards have been published in the Oficial
Journal, approval must be based on tests performed by a "Competent Body." Under this process, the manufacturer must prepare a technical construction file that describes the features of the equipment that are designed to ensure electromagnetic compatibility. To the technical construction file is added a technical report and certificate issued by a competent body showing that based on testing or other analyses, the equipment meets the essential requirements of the EMC directive. The manufacturer may then issue a Declaration of Conformity, referencing the certificate of the Competent Body.
The alternative conformity assessment process may also be used for equipment for which standards exist but cannot, for practical reasons, be tested on a calibrated test site. Wireless Equipment & the EMC Directive. One little-noticed aspect of the EMC Directive is that it also applies to wireless equipment. For example, radio receivers must meet standards for spurious emissions and immunity. The Declaration of Conformity for such equipment is not consistent with that for other equipment under this Directive. Such equipment must be approved by a Notified Body, using the procedure described above for telephone terminal equipment. Once the EMC standards are in place, transmitters must be approved by Notified Bodies. transmitters must also meet the spectral requirements and be approved by each Member State.
MRA STATUS AS OF APRIL 1997
After more than three years of negotiations involving U.S., EU and Member States representatives, the text of the Agreement is expected to be reviewed and edited one last time in May of 1997. The MRA will consist of an Umbrella text covering all common elements of the agreement and a number of Sectoral Annexes for each of the product sectors.
For the telecommunications and EMC Sectoral Annexes, the text is complete, except for editorial corrections to bring it in line with last minute changes to the Umbrella text. As of April 1997, there were still unresolved issues concerning Pharmaceuticals, Medical Devices and the Umbrella text. Optimistically, we expect these issues to be resolved by June 1997.
For telecommunications equipment, the U.S. and EU have agreed on mutual recognition of product certification after a 24 month transition period during which both the U.S. and the EU make necessary legislative and regulatory changes. From the beginning of the negotiations, the EU has insisted on nothing less than mutual recognition of product approvals. The transition period is expected to allow for up to two years for changes in regulations and for building confidence in each other's approval systern. During the transition period, two workshops will be held --one in the U.S. and one in Europe --to learn each other's systems and to discuss details of implementation. If accepted, the MRA will, after a transition period, allow U.S. manufacturers to test and approve covered products going to Europe. Conversely, it will allow European manufacturers to test and approve covered products coming into the U.S. market. Under an MRA, conformity assessment for products going to the European market could be performed at the same time as testing for the domestic market, thereby reducing associated time, costs and uncertainties.
The MRA for Telecom equipment and EMC provides information on the scope, coverage and requirements. For access to the United States, the agreement would cover: telecommunications equipment covered by Part 68 of the FCC Rules; telecommunicatilons equipment and electronics products subject to electromagnetic compatibility requirements under Parts 15 and 18 of the Rules; and, all radio transmitters subject to an FCC equipment authorization requirement. For access to Europe, the agreement would cover: telecommunications equipment subject to the: Telephone Terminal Equipment (TTE) Directive; analog and digital terminal equipment that is not covered by the TTE Directive; all radio transmitters subject to an equipment authorization by the Member States of the European Union; and, telecommunications equipment and electronics products subject to the Electromagnetic Compatibility (EMC) Directive. For EMC, it should be noted that the Agreement covers more than just telecommunications equipment and computers --it covers all equipment subject to the EMC Directive and Parts 15 and 18 of FCC Rules. For example, the Agreement also covers ISM equipment, radio receivers, video cassette recorders, etc., which is definitely not telecommunication equipment.
The Agreement calls for the establishment of a Joint Committee for oversight of the Agreement and a Joint Technical Sectoral Committee for Telecommunications and EMC to oversee those two Sectors. Each committee will establish their own operating rules with one vote for each party. Industry representatives will be allowed to participate in the committee at the invite of each party. The JTSC-TEMC may address any matter related to the effective functioning of the Telecom and EMC Sectors, including:
--providing a forum for discussion of issues that may arise concerning implementation of the Sectoral Annexes; advising the other Parties on matters relating to the Sectoral Annexes; providing guidance during the transition period.
----
As you can imagine, there are a number of identifiable steps that need to be taken before the MRA becomes a reality. For example, the FCC must initiate one or more rule makings to change its current equipment authorization programs to empower European Laboratories to approve U.S. bound products. The USG will need to empower US. laboratories to approve European bound equipment to meet the European standards. NIST has in fact already taken the first step by releasing a Federal Register Notice requesting interested laboratories and accreditors to identify their interest in testing and approving equipment to EU standards. A number of laboratories already test equipment to EU standards under a contractual relationship with a competent EU laboratory. The Joint Committees, mentioned above, must be established to oversee the implementation of the MRA and to resolve disputes. A system to ensure consistent interpretations of FCC and EU regulations needs to be developed --another detail for the JTSC-TEMC. Post market surveillance programs need to be strengthened to ensure a level playing field for U.S. manufacturers.
On the EU side, a number of changes also have to be implemented for this MRA. For example, it is important to understand that the EU conformity assessment system is based on the existence of harmonized standards. While Europe has made great strides in harmonizing their standards, most transmitters and most analog and some digital TTE are not harmonized. Therefore, under the terms of this MRA, the EU must establish a system for the approval of equipment in which the standards are not harmonized. In some cases, Approving Bodies will have to approve equipment to the standards of each of the Member States.
SUMMARY AND CONCLUSION
The above covers most of the important key issues of the MRA between the U.S. and EU for Telecom and EMC. Many of the details will be discussed and resolved during the implemenation phases of the Agreement during the two-year transition period. At the time this paper was written, it was not certain that the U.S.-EU agreement would be signed. Assuming it is signed, the copies of the Agreement will be made available through various sources and a detailed discussion of the Agreement will be presented at the Symposium. Even if the Agreement is not signed, many aspects of the MRA are being realized by other means, which also will be discussed at the presentation of this paper.
One final comment that we are obliged to make. All comments and opinions in this paper are those of the authors and do not necessarily represent those of the Commission or its staff.
